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March 10, 1997

Refer to MIN 97-37

Willialn W. George
President and Chief Executive Officer
L%ledtronic, Inc.
7000 Central Avenue N,E.
,Minneapolis, l?vf~ 55432-3576

Dear Mr. George:

During an inspcmon of your firm’s Neurological Division located in Minneapolis,
MN, on Fe brumy 4-6, 11, 1997, our Investigator verified that your firm continues

to manufacturer Class III implantable dmg infusion pumps (Synchromed
Programmable Pumps),

Implantable dmg infusion pumps arc medical dcviccs as defined by Section 201 (h)
of the Federal Food, Dreg, and Cosmetic Act (the Act),

me abcw:-stated inspection revealed that these devices arc adulterated within the
nl’:aning O( Section 501 (h) of the Act in that the methods used in, or the faalitics
0~ controls used for, m~~a~~ng, packing, storage, or installation uc not in
conformance witi Cwent Good M~~a~~ng pra~icc (CGMP) rc#ations for
~McdicaI Dwiccs as spcaficd in Tltlc 21, Cod~ of Fcd@&@wuM * (CFR), Pm
820, as follows:
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The product hold process ~~d procedures are inadequate to preclude “
inadvertent release of product that does not meet its performance
specifications (21 CFR Part 820. 150).

Failure to quali&%lidate the leak test step for the S~mcromed Bulkhead
pan #107090 RmT [21 CFR Part 820.100 (a)(2) ].”

Regarding the receiving procedure for bulkhead P/N 107090 Rev T:

A. Failure to vcn& the thickness of the pan at the intersection of the
bacterial filter countersink< and the septum wall [21 CFR Part
820,80(a)];

Lack of a requirement of visual inspection of the part for cracks,
folds, and other anomalies [21 CFR Pan S20. SO(a)].

These deficiencies rcsultcci in your firm’s release of non-confoming products, some
of which were implanted into patients.

Our concern over vour release ot products CIULL51_tuU,u,ta.. . . . .. ..IA kq,,- hepq ~!a~ed on hold

and withheld from’ distribution is heightened when considered in light of the

releasddistnbution in April 1995 of Model 72 19D Jewel implantablc dcfibnllators
from Medtronic’s Finished Goods Distribution Center in Moundsview, MN, prior
to F.PA’s PNIA approval. As the Moundsview distribution center ships products
from multiple Mcdtronic divisions, it is imponant that this problem be addressed
from a svstcmatic pcrspcctivc as well as within the Neurological Division.d

It should be noted that your firm’s Neurological Division has initiated three
recal Is/safety dens within the past year

( 1) Meduonic Synchromed
electrical arcuits;

(2) Mcdtrotic Synchromed
welds;

Programmable Pumps (recall #Z- 152/1 56-7)--open

Programmable Pumps (recall #Z- 1035-6)--missing
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(3) Medtronic InDura Intraspimd Catheters (recall
opaque component.

This letter is not intended to be an all-inclusive list of

#Z-223 -7)--lacl< of radio-

deficiencics at vour facilitv.
As president and CEO, the most responsible individual at Medtronic, Inc., it is

. /

ultimately your responsibility to ensure that devices manufactured at and
distributed from your faalities arc in compliance with each requirement of the Act
and regulations.

The specific violations noted in this letter and in the FDA-483 issued at the close-
out of the inspection may be symptomatic of serious underling problems in vour
firm’s manufacturing and quality assurance svstems. You are responsible for -
investigating and determining the causes of ~he violations identified bv the FDA.
If the causes arc determined to be systems problems, you must promp~ly initiate
permanent conective actions.

Federal agencies are advised of the issuance of all Warning Letters about devices
so that thcv may take this information into account when considering the a~vard.
of contracts, Additionally, no pending applications for prc-marlcet approval

( PMA’s) or cxpon approval requests will be approved and no pre-market
i-~~tiflcations [Section 5 IO(k) ’s] will bc found to be substantially equivalent for

products manufactured at your facility until the violations have been corrected,

You should take prompt action to comect these violations. Failure to correct these
violations may result in regulatory action being initiated by the Food and Drug
Administration without h.rther notice. These actions include, but are not limited
to? seizure, injunction, ad/or civil penalties.

Thank you for the letter dated Febmary 21, 1997, from Patrick J. Eichers in
response to our Febnmry 11, 1997, FDA-483, [nspectional Observations form
tha~ was issued to your Neurological Division. Your responses to the concerns
referenced in ~he FDA-483 arc noted and are being made part of the official file.

t

The corrective actions that you uc tating are appropriate for addressing the
concerns raised during the Feb~ 1997 inspection, During the next inspcctl~n
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wc will assess the effectiveness of the implementation of the corrective meas*uxm
that you reference in your letter.

Wc request that you noti& this office in waiting within 15 working days of youl
rccclpt of this letter of the speafic steps you have taken to comect the noted
violations, including an explanation of each step being taken to identiv and make
comcctions to any underlying system problems necessary to ensure that similar

violations will not recur. If the corrections cannot be completed within 15 days,
state the rcmon for the delay and the tirr
complctcd.

e within which the corrections will be

Your rcpl~ should bc directed to Compliance Officer Howard E. Manresa at the.
address indicated on the kttcrhcad. P&. Manrcsa may be rcachcd at (6 12)33+-
4100 c.xt. 156.

Director
Lhdinncapolis District

HEM/ccl

Enclosures: FDA-483, 2/1 1/97

xc: Patrick J. Eichcrs
DDB Quality Systems Manager
L&lcdtronic, Inc.
Ncuroiogical Division
900-53rd Avenue N.E.
Minneapolis, MN 55440-9087


